Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 05 JUL 2006 


Message Text 


UNCLASSIFIED 

PAGE 01 STATE 104635 

70 

ORIGIN HEW-06 

INFO OCT-OI EUR-I2 ISO-00 OES-05 /024 R 

66611 

DRAFTED BY: DHEW/EDA/LRSHELTON 
APPROVED BY: OES/SCI/BMP:MBEAUBIEN 
DHEW/OIH/MACODDING 
EURAVE:KHSHIRLEY (INEO) 

030075 

R052136ZMAY 75 
FM SECSTATE WASHDC 
TO AMEMBASSY THE HAGUE 

UNCLAS STATE 104635 

E.O. 11652: NA 

TAGS: OCON, OGEN, TBIO, NL 

SUBJECT: TECHNICAL CONSULTATIVE VISIT: VITATRON MEDICAL, 
DIEREN, THE NETHERLANDS 

1 . SUBJECT FIRM HAS HAD A RECALL BY FDA OF A PACEMAKER 
DISTRIBUTED IN U.S. REASON: DESIGN PROBLEMS INVOLVING 
BATTERY ELECTROLYTE CONTAMINATION OF PACEMAKER ELECTRICAL 
CIRCUITRY. 

2. EDA HAS NEED TO DETERMINE AT FIRST-HAND WHAT FIRM HAS 
DONE TO MINIMIZE OR ELIMINATE POSSIBILITY OF FAILURE OF PACE- 
MAKER WHICH COULD RESULT IN PREMATURE EXPLANATION. 

3. TO OBTAIN THIS INFORMATION, STUDY QUALITY 

CONTROL PROCEDURES, ETC, EDA WILL HAVE W.F. HOTTEN, ENGINEER, 
AND D.R. BEARDSLEY, INVESTIGATOR, VISIT THE EIRM MAY 12-14, 

1975. EIRM IS AGREEABLE TO VISIT. GON CONCURRENCE BEING 
OBTAINED BY EMBASSY IN WASHINGTON. 

4. WHILE EMBASSY ASSISTANCE IS NOT REQUIRED, TRAVELERS WILL 
BE PLEASED TO DISCUSS, IF EMBASSY SO DESIRES. CAN BE CONTACTED 
THROUGH VITATRON. KISSINGER 
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